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When requesting Kisunla® (donanemab-azbt), the individual requiring treatment must be

diagnosed with one of the following FDA-approved indications and meet the specific
coverage guidelines and applicable safety criteria for the covered indication.

FDA-Approved Indication

Kisunla® is indicated for the treatment of Alzheimer's disease. Treatment with Kisunla
should be initiated in patients with mild cognitive impairment or mild dementia stage of
disease, the population in which treatment was initiated in the clinical trials.

Coverage Guidelines

Alzheimer’s disease

The individual must meet all of the following criteria for approval: [documentation required]
e Has a clinical diagnosis of mild cognitive impairment or mild dementia due to
Alzheimer’s disease;
e The presence of amyloid beta pathology consistent with Alzheimer’s disease has
been confirmed;
e Meets one of the following
e The patient is receiving Kisunla as part of a CMS-approved prospective
comparative study; OR
e The patient is receiving Kisunla as part of a National Institutes of Health (NIH)
supported clinical trial,

Approval duration: 12 months

Dosing Recommendations

Administer 700 mg as an intravenous infusion over approximately 30 minutes every four
weeks for the first three doses, followed by 1400 mg every four weeks.
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